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ANIMALS:

Propagation: Athymic random bred (NCr-nu) mice.

Testing: Athymic random bred (NCr-nu) mice.

Weight: Mice should have a minimum weight of 18 g for
males and 17 g for females.

Sex: One sex is used for all animals in one experiment.

Source: One source, if feasible, for all animals in one
experiment.  Exceptions to be noted in comments.

EXPERIMENT SIZE:

General Testing:
6-10 animals per test group.

Control Group: A minimum of 20 control animals should be used.

TUMOR TRANSFER FOR PROPAGATION AND TESTING:

Fragment: Prepare a 30-mg (acceptable range 20-40 mg)
fragment from 300-1000 mg sc donor tumor without
ulceration.

Suspension: Prepare a suspension of diluted ascitic fluid so
that a 0.1ml portion contains 1 X 106 cells.

Site: Implant sc either 0.1 of suspension containing 1 X
106 cells or a 30-mg fragment into axillary region
with puncture in inguinal region.  Implant
sufficient animals so that tumors may be selected
in the proper size range.

Tumor Stage: When the median tumor size reaches 200 mg (the
range of individual tumor sizes should be 100-400
mg) or as specified.



TUMOR STAGING AND TEST REQUIREMENTS:TEST REOUIREMENTS:

Staging Day: Measure tumors to the nearest 1.0 mm. Record tumor
measurements (mm) and animal weights (g) for
individual mice on staging day (SD).  Randomize
the selected mice (bearing tumors in the specified
range) and individually identify mice as
appropriate.

Deaths: Record deaths daily.

Animals Weights
and Tumor
Measurements: Weight animals and measure tumors twice weekly.

Treatments: Administer test agent based on the individual body
weight on the specified day of treatment.  See
attached table for general treatment schedules.

Toxicity: Record individual animal weights on the tumor
measurement days.  If mice have a 20 % or greater
loss in body weight not associated with tumor
growth, the dose should be considered toxic.

Early Sacrifice:
If individual tumors approach 5 g or more, the
mice should be sacrificed and tumor dimensions and
animal weight recorded.

Evaluation Day:
At least 14 days after the last treatment, unless
tumor growth requires earlier sacrifice, end and
evaluate the experiment.  Record individual tumor
measurements and animal weights.

Evaluation of Activity:

The following parameters will be recorded/calculated:

- number of tumor-free animals
- number of drug-related deaths
- number of no takes
- number of partial regressions
- number of complete regressions
- optimal delta T/delta C%
- % T-C/C
- median days to achieve a defined tumor weight or number of 
  tumor doublings
- net log cell kill
























